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Storage Units

DSHS Recommends the following types of units for vaccine storage (listed
In preferential order):

1. Pharmaceutical grade/purpodauilt

2. Standalone, single purpose fridge and staalbne, singlepurpose
freezer

3. Combination household unit

A A strong recommendation must be given for staff to obtain a stand alone freezer
where they can store the frozen vaccine separately.

A Separate data loggers for each compartment

Dorm-style units and small combination refrigerator and freezer units

with a single external door ar&lEVER PERMITTED.
2022 TVFC and ASN Operations Manual P§564

2022 TVFC and ASN Providers Manual P3544




Vaccine Adventures

|l t s Ti me f or
ADVENTURE!

"l\; Health and Human | Texas Depar_tment of State
Services Health Services



Storage Units

Al 02NF IS dzyAla Ydzad oS fIFNBHS Sy2.
Inventory without crowding.
Ai.e.- Back to School Season and Flu Season

AFOODand/or DRINKSire not allowed to be stored in the same unit
as TVFC/ASN vaccines.

A If other biologics need to be stored in the same unit as TVFC/ASN
vaccines, then they should be stored below the vaccines to avoid
contamination.

ATVFC/ASNnrolled providers are required to have appropriate

equipment that can store vaccine and maintain proper conditions.

2022 TVFC and ASN Providers Manual Pg. 44, 50

2022 TVFC and ASN Operations Manual Pg. 65, 68
.. e, T




Storage Units

DSHS prohibits the use of the following cooling materials in units storing
TVFC/ASN vaccine:

A Gel packs (thawed or frozen)
A Ice packs

A Coolant packs from vaccine shipments
A Any other coolant material that is not allowed by CDC or the
TVFC/ASN Program

2022 TVFC and ASN Operations Manual Pg. 68

2022 TVFC and ASN Providers Manual Pﬁ' 46



Water Bottles

It iIsrequiredthat all TVFC/ASNnrolled providers ensure that:

AEach refrigerator and freezer must contain a sufficient number of
water bottles to help maintain proper storage temperature.

A2 GSNJ 62uufsSa INs fFr6SfSR a52 b
AWater bottles are placed appropriately in the unit;

ATop Shelf

AUnit door

AFloor

Aln place of fruit/'vegetable crisper drawers

ANear the vent
AAlong the walls

2022 TVFC and ASN Operations Manual Pg. 68

2022 TVFC and ASN Provider Manual %845



Water Bottles

Water bottles shouldNOTbe used in pharmaceutical/purposéuilt
units only if the manufacturer indicateshat water bottles negatively
affect the functionality of the unit.

2022 TVFC and ASN Operations Manual Pg. 68

2022 TVFC and ASN Providers Manual Pﬁ' 46



Vaccine Storage

All TVFC/ASN vaccines are required to be stored in the central area of the
refrigerator and/or freezer shelves.

TVFC/ASN vaccines a®Tallowed to be stored In:
A Fruit/Vegetable bins
A Meat Drawers
A The top shelf of the refrigerator
A The floor of the refrigerator
A The door of the refrigerator or freezer

Vaccines must be stored and/or stacked to allow cold air to circulate freely.
l.e.- Leave Z3 inches between all vaccine and the refrigerator walls.

2022 TVFC and ASN Provider Manual Pg946



Vaccine Storage

Additional Requirements:

AVaccine with diluent must be kept together in the same box (if they
come together). If they do not, whenever possible, store diluent with
the corresponding refrigerated vaccine.

APlace vaccines with the earliest expiration dates in front of those
with later expiration dates.

AAlways store vaccines in their original packaging with lids closed.
ANever store loose vials or manufactuifidled syringes outside of
their packaging.
2022 TVFC and ASN Provider Manual Rg947
T e



Vaccine Storage

AAttach labels to shelves and containers to clearly identify where each t
of vaccine and diluent Is stored.

AStore vaccines with similar packaging or names, or with both pediatric
adult formulations on separate shelves.

Al t SEFNIT & f10Stf GKS F2NNdzZ F GA2Y d

AClearly label and store privately purchased vaccine on different shelve:
from TVFC/ASN vaccine.

ADo not pack a storage unit too tightly as this restricts air circulation anc
Impacts vaccine temperature.

2022 TVFC and ASN Provider Manual Rg947



Vaccine Storage

—or TVFC/ASN vaccine stored in an alispensing or dogless purpose
oulilt unit, it may be required to remove the vaccine from the original
packaging. This original packagmgst be kept and readily accessible in th
event the vaccine must be transported outside of the unit.

2022 TVFC and ASN Operations Manual Pg. 65

2022 TVFC and ASN Provider Manual P%. 47, 49



Storage Unit Power Supply

DSHS prohibits the use of the following for units storing TVFC/ASN
vaccine:

A Surge Protectors

A Outlets with built-in circuit switches (ground fault interrupt
receptacles)

A Power outlets that can be activated by a wall switch

A Multi -outlet power strip

A Extension Cords

2022 TVFC and ASN Operations Manual R§867
2022 TVFC and ASN ProviltemulaPg. 59




Storage Unit Power Supply

To ensure that the power supply for vaccine storage units Is protected,
TVFC/ASMKnrolled providers argequiredto:

APlug unit(s) directly into a wall outlet.
APlug only one unit into an outlet.

At 240 F a52 b20 'yLXtdaA¢ araldy 2y
are plugged In.
At 240 I a52 b20 5Aa02yySOuU¢ aAridy

AUse plug guards on all units that store TVFC/ASN vaccines. (May be
ordered from DSHS)

2022 TVFC and ASN Operations Manual RP§367

2022 TVFC and ASN Provider Manual §958



Storage Unit Temperatures

Refrigerator Freezer

AThe refrigerator compartment  AThe freezer compartment
must maintain temperatures .
between36°Fand 46°F g‘eﬁ}ergﬁ'_g?g;gg‘fg Ir:atures
\(,Zia%iﬁ['y‘?' 8°Q) for vaccine (-50°Cand-15°C) for vaccine

. viability.

AThe refrigerator temperature ability
should be set at the
recommended temperature of

40°F (4°0).

2022 TVFC and ASN Operations Manual Pg. 65

2022 TVFC and ASN Provider Manual P%. 45



Storage Unit Temperatures

Prior to using a new or newly repaired storage unit TVFC/ASNblled
providers arerequired to:

ADocument twice daily refrigerator and/or freezer temperature recording

on a temperature recording form (stock no.-EH05) for 7 operational days
using a certified and calibrated data logger.

ARecord the minimum/maximum temperatures once daily, at the beginn
of each business day, to ensure temperatures are within appropriate

ranges.

AThese recordings must be submitted to the RE for review and approva
before a vaccine order is approved.

2022 TVFC and ASN Provider Manual R§049



Temperature Recording

It iIs mandatoryfor TVFC/ASN providers to meet and maintain
temperature recording requirements to ensure temperatures are within
appropriate ranges.

Alt is required to check, record, and initial all refrigerator and freezer unit
temperatures, twice daily each day the site is open.

Alt is required to record the minimum/maximum temperatures for each
unit, once daily, at the beginning of each business day.

AMinimum and maximum temperature readings must be reset from the
before at the end of each business day (if the device requires this
function).

2022 TVFC and ASN Provider Manual RP§150

2022 TVFC and ASN Operations Manual Pg. 80
.. e, T
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Temperature Recording

Temperature Recording Forms

ATemperat_ures must be recorded manually on temperature recording
forms, using a data logger.

ADo NOT round up or down, record only the numbers left of the decimal point.
ADo NOT convert from Celsius to Fahrenheit or Fahrenheit to Celsius.

AMust be posted on each TVFC/ASN vaccine storage unit door or neart
a readily accessible and visible location.

AMust be maintained for at least 5 years and be easily available.
ATemperature recording forms must still be completed and submitted to
the RE Iif an autdispensing unit is being utilized.

2022 TVFC and ASN Provider Manual P§150
.. e, T



Temperature Excursions

If an outof-range temperature excursion Is observed, the information must
be documented, and the following actions must be takenmediately:

1.
2.
3.

4.

Place vaccines in a vaccine quarantine bag.
Store vaccines in a unit where they can be kept under appropriate conditic

Generate a report from the data logger for discussion with the vaccine
manufacturer.

Contact the vaccine manufacturer that is listed on the box to obtain
documentation for the viabllity of the vaccine.

[ 2y 01 OG0 UKS w9 (2 NBLEZNI GKS YI yd
adz0 YAU OGKS YI ydzFll O dzZNBENXaA RSUOSNIA
and complete the Vaccine Storage Troubleshooting Record, page 3 of the

Temperature Recording Form (stock nel@).
2022 TVFC and ASN Provider Manual Pg. 5



Temperature Excursions

Handling a Temperature Excursion in Your Vaccine Storagé Unit

Any temperature reading outside ranges recommended in the manufacturers’ package inserts is considered a w
temperature excursion. ldentify temperature excursions quickly and take immediate action to correct them. This can
prevent vaccine waste and the potential need to revaccinate patients.

» Notify the primary » Document details of the » Contact your » If the temperature
or alternate temperature excursion immunization program alarm goes off
vaccine coordinator o Dete and time and/or vaccine repeatedly, do not
immediately or report « Storage unit manufacturer(s) for disconnect the
the problem to a temperature (including guidance per your alarm until you have
supervisor. :':;‘p"::::ﬁ:‘::m‘::c standard operating determined and

» Notify staff by labeling o thn ol io-ovsnk i procedures (SOPs). addressed the cause.
exposed vaccines, "DO available) » Be prepared to provide » Check the basics,
NOT USE.” and placing . F:vo:;\t:'o.cnp«.twq " the immunization including:
them in a separate « Name of the person program or manufacturer « Power supply
container apart from completing the report with documentation « Unit door(s)
other vaccines in the « General description and DDL data so they » Thermostat settings
storage unit. Do not of the event (Le., what can offer you the best » If the excursion
discard these vaccines . :;‘:.‘mm.w leeacs guidance. weos the result of e

logger (DDL), determine temperature fluctuation,
e Ml o b LOniact o SLErne i b M et

2022 TVFC and ASN Provider Manual Pg. &




Data Loggers

Refrigerators and freezers that store TVFC/ASN vaccinegeareired to
contain a centrally located data logger with a current certificate of

calibration :
AThe recording interval must be set to at least every 30 minutes.

AAIl TVFC/ASN sites must have at least one backup data logger with a \
and current certificate of calibration.

AThe backup data logger is recommended to hadéfarent calibration
retesting date than the data logger in use.

AData logger data should be downloaded at least once per week

2022 TVFC and ASN Operations Manual RP§665
2022 TVFC and ASN Provider Manual Pg. 53, 56




Data Logger Capabilities

Requireddata logger capabilities:

AAN active temperature display that can be easily read by all staff from t
outside of the unit, without having to open the door.

AThe data logger must have functionality that does not require a computer
password to access the temperature display.

AThe display must remain active for temperature readings (i.e., must not have sl
mode turned on).

AThe display must show the current temperature, as well as minimum a
maximum temperatures

ALow battery indicator

2022 TVFC and ASN Provider Manual P§453



Data Logger Capabilities

AAlarm for outof-range temperatures
AAccuracy of +/1°F (0.5C)

AMemory storage of at least 4,000 readings (device will not rewrite over
data and stops recording when memory is full)

AUserprogrammable logging interval (or reading rate) at a maximum tim
Interval of every 30 minutes.

2022 TVFC and ASN Provider Manual P§453
.. e, T



Data Logger Capabilities

ADetachable probe

AProbes should be placed in buffered material:
AA vial filled with liquid (glycol, ethanol, glycerin)
AA vial filled with loose media (sand, glass beads)
AA solid block of material (Tefl§raluminum)

AUsing probes in buffered material ensures the temperature being
documented is an accurate representation of the temperate of the vacc
In the vial rather than the air temperature of the storage unit.

2022 TVFC and ASN Provider Manual Pg. 54
.. e, T



Data Loggers

The data logger probe The data logger probe

must be placed: must not be placed:

AAs close to the vaccine as ASuspended from wire shelves in
possible the unit

Aln the center of the unit ASuspended by tape or other

AAway from walls, ceilings, means attached to the inside

cooling vents, doors, floor and ceiling of the unit.
back of the unit.

2022 TVFC and ASN Provider Manual Pg. 55
.. e, T



Data Loggers

n pharmaceutical or purposiuilt units, the data logger probe should
e placed in a central location; however, some units have data logger
orobes that are fixed to the wall. These units data loggers are
accepted due to manufacturer guidelines showing that the units
maintain more consistent temperatures throughout the unit.

2022 TVFC and ASN Provider Manual Pg. 55
.. e, T



Data Logger Certificate of Calibratio

CERTIFICATE OF

Data Logger Company CALIBRATION TVFC/ASNnNrolled clinic sites are required to
——— have a calibrated data logger in each unit that
stores TVFC/ASN vaccine that is either:

Alnternational Laboratory Accreditation
Cooperation (ILAC) laboratory accredited or

AHas a valid and ujp-date certificate issued
by an ILAC laboratory.

i : | A valid certificate of calibration must be
TR — _ mes readily available and posted on or near the
B L S S T e refrigerator and/or freezer un it(S).

2022 TVFC and ASN Provider Manual Pg. 55



Data Logger Certificate of Calibration

All certificates of calibration argequiredto contain:

AModel number
ASerial number
ADate of calibration

AMeasurement results that indicates the unit passed the test and tr
documented uncertainty is within suitable limits {# +£0.5C) and

AA statement indicating that it meets International Organization for
Standardization/International Electronic Commission (ISO/IEC) 17
standards.

2022 TVFC and ASN Provider Manual P§655
.. e, T



Data Logger Certificate of Calibration

Refrigerators and freezers manufactured with binltemperature
monitoring capabilities are required to also have a certificate of calibratic

The thermostat must be adjustable as needed to maintain proper
temperature. These units must meet all TVFC/ASN data logger

reguirements.

2022 TVFC and ASN Provider Manual Pg. 56



Data Loggers

DSHS prohibits the use of the following temperature monitoring devices:

A Thermometers including alcohol or mercury thermometers, even if placed
In fluid-filled bio-safe liquid vial

A Bi-metal stem temperature monitoring devices

A Food temperature monitoring devices

A Household mercury temperature monitoring devices
A Chart recorders

A Infrared temperature monitoring devices

A Temperature monitoring devices that are not calibrated

2022 TVFC and ASN Operations Manual R§766
2022 TVFC and ASN Provider Manual R§554




Room Temperature Thermometers

A room thermometer Is required to record the room temperature when a
temperature excursion occurs in a vaccine storage unit.

This is important for making vaccine viability determinations, If necessar

2022 TVFC and ASN Providers Manual Pg. 56
.. e, T
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Vaccine Depots

Definition:
A site that accepts vaccine and thensends (fills) orders to others.

Vaccine depots ar@aot allowed in the TVFC/ASN Programs!




Vaccine Management Plan

All TVFC/ASN enrolled sites arequired to have a current routine and
emergency vaccine management plan:

AMust be reviewed and signed at least annually or more frequently if st
or other changes occur and staff should confirm that the bazisite Is
still able to function as their emergency site.

Aadzad o0S LI2AGSR 2y 2NJ VySI N 0KS &
AMust include:

ANames and phone numbers of emergency contacts
APlan regarding how to move and transport vaccine
AAddress of alternate location for vaccine storage

2022 TVFC and ASN Operations Manual Rg170

2022 TVFC and ASN Providers Manual P§260
.. e, T



Emergency Vaccine Transfers

Staff must be prepared to collect and provide the following
Information when transporting vaccine to the alternate location

ADocument the time of the emergency/power outage and the amount
of time the vaccine was exposed to inappropriate temperatures.

ADocument the temperature of the refrigerator/freezer before
removing any vaccine for transport.

Alndicate which containers are being used, what packing materials will
be used and how the vaccine will be packed for transportation.

ATake inventory of the vaccine, documenting the number of doses of
each vaccine and the expiration dates.

2022 TVFC and ASN Providers Manual RP§362



Be ready BEFORE the emergency

Equipment failures, power outages, natural disasters—these and other emergency situations can
compromisa vaccine storage conditions and damage your vaccine supply. It’s critical to have

an up-to-date emergency plan with steps you should take to protect your vaccine. In any
emergency event, activate your emergency plan immediately, and if you can do so safely, follow the
emergency packing procadures for refrigerated vaccines.

Gather the Supplies

Hard-sided coolers or Styrofoam™ h i
« Coolers should be large enough for your location’s typical supply of
refrigerated vaccines.
+ Can use original shipping boxes from manufacturers if available.
« Do NOT use soft-sided collapsible coolers.

Conditioned frozen water bottles

+ Use 16.9 oz. bottles for medium/large coalers or 8 oz. bottles for small
coolers (enough for 2 layers inside cooler).

» Do NOT reuse coolant packs from original vaccine shipping container, ag
they i risk of freezing i

« Freeze water bottles (can help regulate the temperature in your freezer).

« Before use, you must condition the frozen water bottles. Put themina
sink filled with several inches of cool or lukewarm water until you see a
layer of water forming near the surface of bottle. The bottle is properly
conditioned if ice block inside spins freely when rotated in your hand.

[xuulntinqmtnrhl Ymvdllnnodtwoofuchlay!r

. - Bubble wrap, packing foam, or
Styrofoam™ for a layer sbove and below the vaccines, at least 1in thick.
Maske sure it covers the cardboard completely. Do NOT use packing
peanuts or other loose material that might shift during transport.

+ Corrugated cardboard - Twio pieces cut to fit interior dimensions
of cooler(s) to be placed between insulating cushioning material and
conditioned frozen water bottles.

Temperature monitoring device - Digital data logger (DDL) with buffered
probe. Accuracy of +/1°F (+/-0.5°C) with a current and valid certificate of
calibration testing. Pre-chill buffered probe for at least § hours in refrigerator.
Temperature monitoring device currently stored in refrigerator can be uaed. as
long as there is a device to p for any i

Why do you need cardboard, bubble wrap, and conditioned frozen water bottles?
Conditioned frozen water bottles and comrugated cardboard used along with one inch of insulating
material such as bubble wrap keeps refngerated vaccines at the nght tamperature and prmnts them
from freazing. Reusmg in nt packs from origil can
freeze and d

Distributed by Visit www.cde.gov/vaccines/SandH

for more information, or your state

health department.

Packingfor Emergency Vaccine Tra
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Keys to Vaccine Storage and Handl

Vaccine viability depends on the knowledge and habits of the clinic staff.

All staff who handle TVFC/ASN vaccine must be trained on proper stora
and handling of vaccine.

2022 TVFC and ASN Operations Manual Pg. 64
.. e, T



Keys to Vaccine Storage and Handl

: : : : Vaccine Storage
Vaccine Vaccine Vaccine Arrival at 9

Manufacturing Distribution Provider Facility g?gvli_clg??:l?g“?;

Vaccine
Administration
Manufacturer
& Distributor
Responsibility

Manufacturer
Responsibility




Knowledge Check

Find 10 things that are wrong with vaccine
storage in this fridge

sieie} — |

400 F ideal temp



Knowledge Check

Find 10 things that are wrong with vaccir
storage in this fridge

1.Vaccine stored in door
. Beverage in fridge
. Vaccines not in bins

. Vaccine too close to vent

. Vaccine stored in bins

. Missing water bottles

. No plug guard

b2 52 b20 ! yLX dz3
10.No Data Logger

2
3
4
5. Food in fridge
6
4
8
9




Knowledge Check

Question

One of the most common reasons that refrigerators are out of temperature range is:

A. Power outage

B. The thermometer is broken

C. Staff doesn't shut the refrigerator door

D. The refrigerator thermostat is not working properly




Knowledge Check

Answer

One of the most common reasons that refrigerators are out of temperature range is:

A. Power outage

B. The thermometer is broken
@Staﬁ doesn't shut the refrigerator door

D. The refrigerator thermostat is not working properly
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Cost of Vaccine Loss Statewide

$5,500,000 $5,236,499.2
$5,000,000
$4,500,000
$4,000,000
$3,500,000
$3,000,000
$2,500,000
$2,000,000
$1,500,000
$1,000,000

$500,000

$-

$4,904,337.2!

Cost

$205,537.6

Expired Storage & Handling Other

Vaccine Loss Reason
Note: Data set represents time period of July 2020 to June 202telabed loss is not included.



Vaccine Loss Due to Storage & Handl

m Natural disaster/Power outage

m Unit temperature too warm or too cold
Vaccine spoiled in transit
Mechanical failure (refrigerator/freezer)

m Failure to store or handle properly

Note: Data set represents time period of July 2020 to June 2021.




Thank you!

Christine Clear




Questions?

VacCallCenter@dshs.texas.gov
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